The development of statutory regulation of healthcare professionals first emerged in the 15th century in the UK. However, it was not until the 20th century that statutory regulation of complementary therapies emerged with the Osteopath and Chiropractors Acts. However, during that period, acupuncture failed to gain statutory regulation but was rather subject to the equivalent of trading standards. This review explores the background to this failure and the present need for statutory regulation. It draws comparisons with the need for regulation of hijama, another invasive therapy, for which there is at present no regulation. The benefits of the negative licensing model developed in Australia are considered.
pneumothorax and subdural haematoma. 8, 9 Concern about acupuncture was first expressed in Parliament when there was an outbreak of hepatitis B in Birmingham. 10 Although regulation was considered, emphasis was placed on ensuring premises and activities within them were safe. It was the first occasion on which a direct comparison was drawn with tattooing, showing little understanding of the clinical role taken on by acupuncturists.
Where and when did the concept of regulation of practitioners of healing emerge?
In 1511, in response to widespread quackery, Henry VIII introduced regulation of physicians and surgeons through examinations. 11 At a time when there were few effective remedies, physicians and surgeons were keen to distinguish themselves from other practitioners. As early as 1421, physicians had petitioned Parliament to regulate medical practice. 12 The suggested punishment for those outside the regulatory framework was 'pain of long imprisonment, and paying £40 to the King'. 12 The introduction of formal university-based training and licensing limited the number of qualified physicians and people continued to seek healing therapies elsewhere. In 1701, William Rose, an apothecary, prescribed treatment for John Seale, who then complained to the Royal College of Physicians when he received a bill for £50. The Queen's Bench found Rose guilty of practising medicine, but in 1704, the House of Lords overturned the ruling. In so doing, they opened up the practice of medicine to apothecaries 13 and their status was formalised by the Apothecaries Act 1815 which specified that 'All persons examined must have attained their twentyfirst year, have served a five years' apprenticeship, and produce testimonials of a sufficient medical education and of good moral character'. 14 Nevertheless, there continued to be many unlicensed and unqualified practitioners. As a result, the General Council of Medical Education and Regulation was created by the Medical Act 1858. It specified that the Council was supervised by the Privy Council, a situation which continues today. The Act conferred the right on practitioners registered with the Council to practise medicine and/or surgery, so protecting their functions. It also gave protection to their title:
Any Person who shall wilfully and falsely pretend to be or take or use the Name or Title of a Physician, Doctor of Medicine, Licentiate in Medicine and Surgery, Bachelor of Medicine, Surgeon, General Practitioner or Apothecary, . . . shall, upon a summary Conviction for any such Offence, pay a Sum not exceeding Twenty Pounds. 15 By 1965, only registered practitioners could 'hold appointments in most hospitals or in the public services, practise under the National Health Service Acts'. 16 The medical profession had succeeded in protecting both its function as the recognised provider of healthcare as well as its exclusive right to use titles such as physician and surgeon. At that time, association with unregistered practitioners could lead to a doctor being struck off the medical register. However, over the next 50 years, the combination of a need for more practitioners and a series of healthcare scandals led to a breakdown of those earlier barriers. For example, in Recommendation 62, the Bristol Inquiry suggested, 'There should be more opportunities . . . for multi-professional teams to learn, train and develop together'. 17 It was in this changing atmosphere that both osteopaths and chiropractors came under regulatory schemes based on the General Medical Council model. For chiropractors this was 'in spite of their small numbers, limited understanding of their work by the public, and their meagre presence within the NHS'. 18 With the Osteopaths Act 1993 and the Chiropractors Act 1994, the concept of statutory regulation had been extended to practitioners of complementary or alternative medicine within the UK for the first time.
The political movement to seek recognition and regulation began in the 1970s with an application by the British Chiropractic Association to the Council for Professions Supplementary to Medicine. This body could recommend to the Privy Council recognition of chiropractors so that they would become a state registered profession. 18 The concept was opposed by the medical royal colleges and the application refused, although the Council declined to say why. 19 However, political agitation by both chiropractic and osteopath organisations continued, and during this period, chiropractors increasingly 'linked themselves to the medical paradigm'. 20 However, it was royal patronage from the Prince of Wales which was the turning point. 21 Following reviews chaired by Sir Thomas Bingham, first the Osteopaths Act 1993 and then the Chiropractors Act 1994 were passed, both as a result of private members bills. Central to Bingham's reviews was the concern that without regulation 'the patient has no guarantee whatsoever that a man or woman holding himself or herself out as a practising osteopath is competent or fit to do so'. 22 However, it is clear that there were many other elements to the passage from unorthodox therapy to a regulated profession with protection of function and title. It had included a shift towards the medical model. It required the bringing together of practitioners with different training and from a range of professional associations. 21 Both professions had developed detailed training programmes with formal assessment and an established programme of self-regulation. Deviant practice could be the subject of disciplinary action by their regulatory bodies. However, prior to statutory regulation, suspension or removal from a list of recognised practitioners had not prevented the offender from continuing to work. 23 Less worthy motives for seeking statutory regulation might have included the potential to charge higher prices. 21 Through such structured approaches, both professions had overcome the opposition based on 'the lack of scientificity of alternative medicine'. 20 What is the current position with regard to statutory regulation of acupuncture and hijama?
These successes encouraged supporters of complementary medicine to seek to broaden the process. In January 2002, David Tredinnick addressed the Commons, saying 'I know how crucial it is that we build confidence among not just patients seeking treatment but qualified medical practitioners to refer cases to other disciplines, such as acupuncture and herbal medicine'. 24 The concept of statutory regulation of acupuncture was clearly within the government's thoughts, including the need to deal with the separate practices of Western and Traditional acupuncture. Western acupuncture is largely practised by doctors, nurses, physiotherapists and chiropractors, whilst traditional acupuncture is usually in the hands of those whom Hazel Blears, Under Secretary of State at the Department of Health, described as 'professional acupuncturists, who are fully trained in the holistic Chinese approach'. 25 She went on to outline the need for a unitary body which could speak with authority on behalf of 'the whole range of approaches to acupuncture'. 25 In 2009, the Department of Health undertook a consultation on statutory regulation of acupuncture and other therapies. The medical colleges were again opposed on the grounds that it would give 'the impression that the current evidence base for alternative treatments is on an equal footing with that for mainstream clinical practice'. 23 The report concluded that in order to support statutory regulation for acupuncture it was necessary that
The benefits to the public of statutorily regulating these practitioners on the grounds of public protection outweighs the disadvantages of additional costs and unnecessary bureaucracy. This is especially so in the case of services which are a matter of personal consumer choice and largely funded outside the NHS. 23 This report was published almost 20 years after the introduction of statutory regulation for osteopathy and chiropractic. Neither had been provided within the NHS and when chosen by patients were accessed in the private sector. When the report was presented to Parliament, Andrew Lansley, the Secretary of State for Health, felt 'confident that acupuncturists have their own voluntary regulatory measures in place which are sufficiently robust. Additionally, local authorities in England have powers to regulate the hygiene of the practice of acupuncture'. 26 In contrast to the approach adopted by chiropractors, there had been a lack of unity amongst acupuncturists, an absence of common training programmes and disciplinary processes. Perhaps one critical difference was the existence of a substantial body of acupuncturists who were doctors with a protected title and who were already regulated by the GMC. In addition, the medical colleges had opposed statutory regulation for acupuncture. In contrast, practitioners of hijama have never sought protection of their function or title through parliament.
Current statutory requirements of practitioners

Local authority regulation
Self-regulation and policing of premises by local authorities were the methods by which acupuncture was to be supervised. Under s 14 of the Local Government (Miscellaneous Provisions) Act 1982, the conditions required for the practice of acupuncture were laid out. Both non-medical practitioners and their premises had to be registered with the local council. The Department of Health's guideline for local authorities focuses on practitioners' personal hygiene, cleanliness of the premises and use of sterile equipment. 27 There is no requirement to assess competence or confirm practitioners' qualifications. Failure to comply with these regulations, on summary conviction, could lead to a fine and suspension of the local council's registration of both practitioner and premises. However, none of these regulations apply when the acupuncturist is 'a medical practitioner or a dentist or to premises on which the practice of acupuncture is carried on by or under the supervision of such a person'. 28 During parliamentary debate, Lord Belstead explained this exemption on the grounds that it 'reflects the Government's recognition that acupuncture now has an accepted place in medical practice and as a form of anaesthesia in dentistry'. 29 The Earl of Halsbury voiced the general view that 'Those professionals, as opposed to amateurs . . . have a very much higher standards of professional qualifications than anybody who is likely to call himself an acupuncturist'. 30 In 2015, during the discussion phase of the Public Health (Wales) Bill, consideration was given to the possibility of adding wet cupping (of which hijama is a form) to the list of occupations requiring registration of premises, alongside acupuncture, ear-piercing and tattooing. 31 However, the Bill failed.
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Consumer rights
The alignment of acupuncture and wet cupping or hijama alongside tattooing and cosmetic piercing clearly places them within the concept of trades which supply services to consumers. Therapists, therefore, may be subject to the Consumer Rights Act 2015, concerning 'a contract for a trader to supply a service to a consumer'. 33 The conditions include that 'the trader must perform the service with reasonable care and skill'. 33 However, the Act does not define 'reasonable care and skill'. The best guide may come from tort cases which would suggest that the relationship between therapist and patient should lie between the criteria defined for a 'reasonable man' in Blyth v Birmingham Waterworks Company 34 and that of a skilled person defined by Bolam as 'the standard of the ordinary skilled man exercising and professing to have that special skill'. 35 Interestingly, in Phillips v William Whitely Ltd when a client developed an abscess after a jeweller pierced her ears he was not held to the same standard as a medical practitioner. 36 Similarly in Shakoor v Situ, a patient died following herbal treatment by an experienced Chinese practitioner. The judge disagreed that complementary practitioners should be held to the standards of orthodox doctors partly on the grounds that 'The patient has usually had the choice of going to an orthodox practitioner but has rejected him in favour of the alternative practitioner for reasons personal and best known to himself'. 37 As s 50 makes clear, anything written or said by a trader which influences the consumer in making a decision is a term of the contract. 38 Acupuncturists usually promote their practice through advertisements on the internet or in the print media. These advertisements include references to their experience, training and qualifications as well as testimonials from grateful patients. Such advertisements clearly identify the practitioner as a skilled person. Although not a requirement most acupuncturists have gone through a significant training process and are members of a professional association. The situation with practitioners of wet cupping and hijama is considerably different with few, if any, rigorous courses and no well-recognised professional body. However, advertisements on the internet are designed to give prospective patients the impression that they will be treated by experienced, well-qualified practitioners of hijama.
For patients who experience sub-standard care, the remedies identified in s 50 (7) 38 This can include 'an enforcer' entering the practitioners' premises and observing their practice (ss 22 and 23 of the Schedule). 38 There are no clear guidelines as to how enforcers would assess that practice. Indeed, as Stone and Matthews have pointed out, 'there is a complete dearth in decided cases' which would allow any confident interpretation of any aspect of the law in relationship to the practice of complementary medicine. 39 
Advertising standards
The role of advertising is critical to the business success of most acupuncturists and practitioners of hijama. These days this is largely web-based. Within the UK, such advertisements should comply with Advertising Codes which are regulated by the Advertising Standards Authority (ASA). The process is one of selfregulation based in the belief that advertisers share a common social responsibility 'that consumers are not misled, harmed or offended by ads'. 40 There have been few cases concerning acupuncture or hijama referred to the ASA. However, in 2014, a complaint was upheld against BodyToxing for promoting hijama/wet cupping as having healing effects and preventing illness. The only sanction was that the advertisement should be modified and that BodyToxing should 'ensure that their ads did not discourage essential treatment for medical conditions for which medical supervision should be sought'.
41
In 2013, the British Acupuncture Council responded to a document on prioritisation produced by the ASA. It wanted loosening of the principles governing health intervention advertisements and proposed 'a balance to be struck between the perceived detriment of offering unsubstantiated treatments and the potential detriment incurred by denying potentially valuable relief to patients in need'. 42 Perhaps the most disturbing aspect of this submission was that the Council wanted expert assessors to come from the voluntary register maintained by the Professional Standards Authority. 42 Of the five associations for acupuncture in the UK, the British Acupuncture Council is the only one on that register.
In addition to the role of the ASA, the overall standard of advertising is also included within the Unfair Commercial Practices Directive 2005/29/ec. In Annexe 1 s 17, it states that 'Falsely claiming that a product is able to cure illnesses, dysfunction or malformations' is an unfair practice in all circumstances. 43 Misleading practices include providing false information which, 'in any way, including overall presentation, deceives or is likely to deceive the average consumer, even if the information is correct', 43 and this causes the consumer to purchase a service which he or she would not have otherwise done. Unfair practice also includes a lack of 'professional diligence' which the Directive defines as 'the special skill and care which a trader may reasonably be expected to exercise, commensurate with honest market practices and/or general principle of good faith in the trader's field of activity'. 44 This is consistent with the definitions created in Blyth and Bolam and overlaps the Consumer Rights Act. Consequently, sellers may have to prove the efficacy of their therapies as much as purchasers demonstrate their lack. The Directive also gives the right to seek damages, 'if the consumer has suffered ''alarm, distress or physical inconvenience or discomfort'' as a result of the trader's actions'. 44 However, the vigour with which advertisements are policed and unfair practices identified is low. For example, one web site states that hijama 'is also a cure for a wide range of disease and conditions, for instance; . . . rheumatoid arthritis . . . stomach ulcers . . . high blood pressure and gout'. 45 In addition, it states that its training course 'meets the educational standards in line with British government guidelines for the practice of AlHijama cupping therapy in the UK (GRCCT Regulated)' 45 when no specific guideline exists. This may well be considered misleading both for potential patients and students and give rise to damages.
Hazardous waste
Further statutory regulation should come from the fact that both acupuncture and hijama generate significant clinical waste, including needles, blades and blood. Under s 34 of the Environmental Protection Act, 1990, such waste must be disposed of safely through an accredited process.
Voluntary regulation
A serious issue with the current system of policing interventional complementary therapies is the complete absence of statutory requirements with regard to training, ongoing maintenance of clinical skills or fitness to practise assessments. Such concerns were amongst the driving forces behind parliamentary consideration of statutory regulation. Andrew Lansbury's confidence that voluntary schemes were sufficiently robust deserves further consideration.
The Professional Standards Authority for Health and Social Care (PSA) was created by the Health and Social Care Act 2012. Under s 229, it was given powers to accredit voluntary registers. The key functions of such registers should be 1. To know who is working in a given area of risk to patients 2. To be sure workers have the right skills for their area of work 3. . . . 4. To have sanction against underperformance and misconduct 5. To restrict the movement of workers who have presented problems. 46 In the case of voluntary registers, it is the person, not the therapy, who is regulated. However, practitioners who are sanctioned cannot be prevented from working and so the public remains unaware of fitness to practise issues. 46 In addition, there is no restriction on the number of registers that can come into existence for any one therapy. For example, the PSA has registered the British Acupuncture Council and through the Complementary and Natural Healthcare Council recognises Microsystems Acupuncture. However, there are at least five further professional associations for acupuncturists.
In the case of hijama and wet cupping, the situation is even less clear with organisations such as Hijama Nation claiming to be the 'Professional Membership and Regulatory Body for Hijama Cupping Therapy in the UK'. 47 It also states that it is 'a member of the General Regulatory Council for Complementary Therapies (GRCCT) in the UK which works with the Federal Regulatory Council and UK government'.
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The GRCCT describes itself as 'the UK Federal regulator for Complementary Therapies'. 48 It maintains three separate registers for hijama and claims to have a robust Code of Conduct for its members. However, despite registration with the GRCCT, Hijama Nation has offered to help and cure patients with cancer.
49 This is a clear infringement of s 4(1) of the Cancer Act 1939 which states, 'No person shall take any part in the publication of any advertisement-(a) containing an offer to treat any person for cancer, or to prescribe any remedy therefor, or to give any advice in connection with the treatment thereof'. Contravention can lead to a fine and/ or imprisonment of up to three months.
Clearly, such issues raise questions as to the effectiveness of voluntary registers. 50 The existence of multiple registers to cover essentially the same clinical activity, as is the case with both acupuncture and hijama, means the public cannot know which is the most effective and rigorous register or, indeed, whether any registers meet these basic criteria for safety and good practice.
Regulation by royal charter
The executive has abandoned statutory regulation for the time being and voluntary regulation appears disorganised and ineffective. An alternative route may be through Royal Charters. The Privy Council will consider applications by professional bodies which are eminent and 'have a solid record of achievement and are financially sound'. 51 However, two further critical elements are that the applicant organisation 'should represent a field of activity which is unique and not covered by other professional bodies' 51 and that incorporation must be in the public interest. 51 It was in the former point that the British Acupuncture Council ran into difficulties. In 2014, its application to become a chartered body was successfully opposed on the grounds that it did not represent a unique activitythere were other professional bodies in the field. 52 If the application had been successful, only members of the Council could have used the designation 'Chartered Acupuncturist'. An application on behalf of all acupuncturists might have had a different outcome.
Royal Charter status gives the Privy Council significant control of the internal rules of the chartered body -a form of government regulation which would have been in the public interest and allowed effective monitoring and disciplining of acupuncturists. However, the mechanism by which decisions are made concerning those internal rules lacks clarity. It appears to be by consultation with 'Privy Council Advisors drawn from government departments and agencies with a policy interest in the work of the body'. 53 This approach lacks transparency and seems little different to that used by the Department of Health when it accepted the views of the medical colleges concerning statutory regulation of acupuncture.
A royal charter and wet cupping/hijama? Wet cupping is practised by acupuncturists and endorsed by the British Acupuncture Council. 54 In Trust Assurance and Safety, the UK government required that 'before legislation can be introduced to regulate a profession, there must be agreement on the identity of the profession; its scope of practice'. 55 Here lies a major difficulty for practitioners of wet cupping and hijama. Hijama is almost exclusively practised by Muslims, largely on Muslims. Its practice was endorsed by angels on The Night Journey of the Prophet from the Great Mosque in Mecca to Al Aqsa Mosque in Jerusalem and then to Heaven. 56 In subsequent years, the Hadith, which record details of His life, confirm that the Prophet received successful treatments with hijama for headaches, trauma and poisoning. 4 His therapist was an experienced practitioner. 57 As a result, many see hijama as a miraculous treatment. 58 This raises questions as to whether it could be classified as a philosophical belief under the Equality Act 2010. It would certainly meet the criteria of being 'cogent, serious and apply to an important aspect of human life or behaviour' 59 and that this 'belief must also be worthy of respect in a democratic society and not affect other people's fundamental rights'. 59 In order to ensure there was no suggestion of discrimination any recognition by Royal Charter would need to include both hijama and wet cupping. Because of the plethora of organisations concerned with hijama, recognition of a common representative body, especially if linked with acupuncture, would present a real challenge.
Regulation in other countries
In 1973, Dr Yee Kung Lok demonstrated the effectiveness of acupuncture by treating more than 2000 patients over a three-week period in front of Nevada's lawmakers. As a result, 'The Nevada Legislature became the first in the nation to declare traditional Chinese medicine, including acupuncture, a learned profession'. 60 As with osteopathy and chiropractic in the UK, applications for statutory regulation are only successful when a profession is united and supported by prominent people; in this case, the Nevada state legislature. By 2014, 44 states in the USA had licensing and regulatory mechanisms in place. Success in nationally based competency examinations is a prerequisite to registration. In those states where such processes do not exist, acupuncturists lack enthusiasm for regulation and physicians and chiropractors oppose it. 61 In British Columbia, acupuncture was first designated a Health Profession in 1996 by the Health Professions Act, which opened the way for professional groups to apply for registration. It defines the criteria by which the Minister assesses such applications. In Ontario, the Traditional Chinese Medicine Act 2006 introduced certificates of registration and authorised the practice of acupuncture. The importance of this recognition and regulation of acupuncture lies in the similarities of medical practice in Canada and the UK and so may have some persuasive authority for the Executive and Parliament in the UK.
However, against the background of the disunity of organisations representing acupuncture and hijama in the UK, consideration should be given to the approach adopted in New South Wales, Australia. Here, the introduction of a negative licensing model overcame many difficulties. In 2006, the Health Legislation Amendment (Unregistered Health Practitioners) Act stated that the Commission could take action against unregistered health practitioners if:
41A (1)(b) it finds that the health practitioner has breached a code of conduct for unregistered health practitioners or has been convicted of a relevant offence, and (c) it is of the opinion that the health practitioner poses a substantial risk to the health of members of the public. 62 The legislation defines a common Code of Conduct and so rather than regulating specific practitioners, it sets ethical standards by which all practitioners, regardless of therapy, should practise. Breaches of the code can lead to restrictions on a therapist's practice or complete prohibition. Its success or failure is seen in that only 20 prohibition orders were issued between 2008 and 2013. The majority concerned probity including practitioners' criminal and educational history. 63 The small numbers could, of course, reflect a public lack of awareness of the legislation, comparable to the small number of civil cases against complementary therapists in the UK. In addition, there is nothing to prevent practitioners prohibited in New South Wales, South Australia or Queensland moving out of state and setting up practice where the code had not been implemented. In an attempt to overcome this issue, in 2013, the Australian Health Ministers Advisory Council recommended adoption of a national Code of Conduct as it would 'capture(s) all practitioners whether or not they choose to be members of self-regulating professional associations'. 64 It was to set minimum standards of practice and so deal with incompetent and predatory practitioners at relatively low cost. 64 However, such a nationwide Code is yet to be adopted.
Conclusions
During the last 30 years, statutory regulation of osteopathy and chiropractic has become a reality. Both were relatively new therapies, especially compared to acupuncture and hijama or wet cupping. The benefits of statutory regulation included protection of title and area of practice as well as improved professional standing. In the case of chiropractic, the later award of a Royal Charter to the College of Chiropractic enhanced its standing within the health professions as a provider of postgraduate training and education. 65 Success was achieved through a united front, high profile support from Parliament and the Royal Family and a public faith in their clinical values. The concept that there was a need to protect the public from unscrupulous practitioners or risks to health seems to have played only a minor role in their statutory recognition. In the case of acupuncture, the profession has been disunited with contention over an application for a Royal Charter, and although there has been limited parliamentary support for statutory regulation, not a single private members' bill has been laid before the House. In contrast, in Nevada, the legislature became convinced of its benefits through a public exhibition of effective treatment which led ultimately to statutory regulation in most states of the Union. In the UK, a system of voluntary regulation has failed to provide adequate safeguards either for therapists or their patients.
Any regulation depends upon these professions being treated as trades subject to the Local Government (Miscellaneous Provisions) Act 1982, the Consumer Rights Act 2015 and the Unfair Commercial Practices Directive 2005/29/ec. In the case of hijama, there is a general lack of knowledge about the practice or its widespread use in the UK. 5 At least three states in Australia appear to have found a possible solution with statutory regulation of all complementary therapists through a process of negative licensing whereby failure to comply with a Code of Conduct can lead to restrictions or complete prohibition. Such an approach, at least, could protect patients, if not protecting practitioners' titles.
